
Eduardo Capriles
ARK Entertainment Inc.
1235 Washington Ave.
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Miami, June 28th ,1999

Docket Management Branch (HFA-305)
Food and Drug Administration
Room 1-23
12420 Parklawn Drive
Rockville, MD 20857

I’m referring to your attention in this opportunity to apply for a new Varience for Laser
Light Show at the above Venue, the original] varience for this installation was issued to
Pasiely Park Miami on August 14, 1995, varience number 94V-0457, Accession number
94A2317, then two years later a new varience was reissued for this same installation
under the Blue Dot Entertainment name which managed the location until January of
1997. Recencly the management of this location has been transferred to ARK of Miami
Inc. The are planning on reopening the stablisment this comming fall 1999.

The laser light show equipment and set up will be carefully examine and refurbish to
bring it back to its originall performance. I’m well familiarized with this equipment and
its set up since I have been the Laser Safety off]cer and operator for this installation since
1995, basically it will be the same show, same certified equipment, same laser safety
officer, as well as same hours of operation.
All original reports, records, manuals, operational logs, etc, are available for inspection.

I’m filling a new Varience application on behalf of ARK of Miami Inc. to comply with
regulations for the Administration and enforcement of the Radiation Control for Heath
and Safety Act of 1968, as they pertain to laser light shows.

I trully appreciate your cooperation in procesing this information, if additional reports
or any other information is necessary to process this new Varience, please contact
Eduardo Capriles at 305321-6490.

‘hankyouw
Laser Safety Officer
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APPLICATION FORA VARIANCE
DEPARTMENT OF HEALTH AND HUMAN SEFWICES

PUBLIC HEALTH SERVICE
FROM 21 CFR 104O.11(C) FOR A

FOODAND ORUG ADMINISTRATION
LASER LIGHT SHOW. DISPLAY,

OR DEVICE

I
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130CKETNUMIXFI

ARK of Miam=~ Inc.
2 AOOI?ESSOF COMPANY II,v,,,w,. .[!, ( IIf!II ,I! P, I w%,,. ,...,+. w.,,,,,,. ..,,,,,, .I,,, v,,,,,t,...,,,,.,,I

1235 Washington Ave, Miami. Beach Fla, 33139.
J NAME ANO TITLE OF SESPONS18LE PERSON I 4 TElfp HoNE No ,/?., !..,;4 ....,/ ,,-(< I 5 OATE OF SU8M1SSION

Esuardo Capriles L.S.O. I 305 321-6490 I 6-28-99
5 The aoprtcant reauesls me variance10 c4 m effec! for aoervoa 0! L years mm me aateol Is5ue

(/?1.,.,$,..,,1. ,1,,. 1,.,...,8 ..0,,.1,,,8.<, $,.,. ..,,,,/fit. ,?), ?!?,,, /!1<, ,,.,,.. // ,, {’o.wl.r ,,.r’,”, ,. ,,.,,,,$..,,.,/ ,, ,,,.,, ,,, ,,,,..0 ,,,,,., . . . ,4,,, ,,,.,, ,,. p,,, , ,./ ,h,. ,,,., JI,, ,,,,,,- ,

7 PROOUCT DESCRIPTION ANO USE

a. LIST NAMEANOIOR MOOELNUMEIERLSI FOR THE LASER LIGHT SHOW61AN0 PROJECTORISI -.

Customized LaserPro - Model number
D.PROOUCT FOR WWCHAVARIANCE IS REOUESTEO

@
z
z
a

c. •1

A LASER OISPLAY OEVICE

A PROJECTOR FOR ALASER LIGHT SHOW

A LASER LIGHT SHOW

OTHER(\/IWIIt I

PROJECTORS ARE IN TENOED FOR SALE. LEASE. OR LOAN TO OTHER

LASER L!GHT SHOW PnOOUCERS
. .

. . r

U. PROOUCT IS INTENDEOFORUSE INA

❑ PLANETARIUM OR OTHER OOM&PROJECTION STRUCTURE

a THEATER

~ HOTEUMOTEL BALLROOM OR MEETING ROOM

~ STORE OKPLAYS

❑ TRAOESHOWORCONVENTION

= OLSCOTHEOUEOR NIGHTCLUB

Q pAvlLfoN

~ INDOORARENA

❑ OUTOOORARENA

~ MUSEUhf

~ OUTOOOR UNENCLOSEOAIIEA

~ OTHER I%V,, II..

c. PROOUCY IS IN7ENOED1O BEusEO

= ATONLYONE WIwlLOCATION

O AT AVARIETY OF(r(II,OLOZAllONS

~ oTHERl$/x*l~,l ——

I029C “ “
! PROOUCT IS INTENOEOTO 13EUSEDAT ANYONE LOCATION

~ MORE THAN 150AYS

J MoRETHAN 58uTNOT MORE THAN 150AYS

— LESS THAN 50AYS

; 70uRISINTENCEC 70 RUN FOR

“z VORETHAN6MONTHS

1: !6MONrHS

= LESS THAN I MONTH

= NOT APPLICABLE (,#,/,/ /r,,,,,

~ OTHERI\I*tIII}__

n PROOUCT uTILIZES THE FOLLOWING LASER EFFECTS
—

FRONT SCREEN PROJECTIONS

REAR SCFIEEN PROJECTIONS

HOLOGRAPHIC OLSPLAYS

MuLTIPLE REFLECTION/DIFFRACTION EFFECTS

ALsOIENCE SCANNING ( 1A,, ,/,, /,,,,:.. .,w,,,,,, r ,,,,, ,~,,*.,/#c,,,m Iw/r.,, /,,/,,,,.,,. I

REFLECTIONS FROM STATIONARY MIRRORS OR MIRROREO SURFACES

{H,.<w, tl,crt,,,~.)

STATIONARY IRRADIATION OF ROTATING MIRROR BALLS, ETC

SCANNING IRRADIATIoN OF ROTATING MIRROR SALLS. ETC

F18EROPTIC PROJECTION$

FOG, SMOKE. OR OTHER SCATTERING ENHANCEMENT EFFECTS

OTHER IV.lllll RemQte - : .s
Scanners

a. LASERRAOII

LASER MEOIUM ,.1, /i,..\, ,./, ,
I

WAVELENGTHS mm}
!

PEAK POWER ,11.,,,.,

520-457nmArgon I I 5Watts

Krypton 647-676nm 1.2Watts

$ IF ANY LASER RAOIAllON IS PULSEOOR SCANNEO. GIVETHE PULSE oURATloN ANORATE ANOSCANNING FREQUENCY ANOAMPLITUOE

N/A

3EAsON FOR REQUESTING VARIANCE I

~ Compliance WlrHrHE LIMlTSOF21CFR lo~Ol!iCl WoULonEs7Rlcl THEINrENoEo U$EOFTHE PROOUCT EEcAU$E compliance wouLOLiMIT THEoUTPUr

POWER TO THE EXTENT THAT THE c)ESIREOEFFE13S WOULONOT EE SUFFICIENTLY VISIBLE

0TI+ERO17AOOITIONAL EXPLANATION,,,+.,,,.,

J
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11, MANNER IN WHICH IT IS PROPOSED TO OEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANOARO

C IT IS F’ROPOSEO TO OEVIATE FROM THE pRfJvlslIJNs OF 21 CFR 1o401 1(c) IN ‘HAT ‘HE ‘CCESS]8LE ‘MissiON @fEL WOULD EXCEED THE

ACCESSIBLE EMISSION LIMITS SPECIFIEO IN 21 CFR 1040.1 1(c).

‘q IT IS PROPOSED TO OEVIATE FROM THE PROVISION OF 21 CFR 1040.1 1(c) AS FOLLOWS.

~,.. . .

N/A i

12. ADVANTAGES TO SE DERIVED FROM SUCH OEVIATION

LASER LIGHT SHOWS ANO OISPLAYS ARE ACCEPTEO POPULAR MEDIA IN ENTERTAINMENT ANO THE ARTS. USE OF POWER LEVELS IN

EXCESS OF THE LIMITS ltiPOSEO BY 21 CFH 1040.ll[cI IS NECESSARY TO ACHIEVE THE REOUIREO EFFECTS IN THESE MEOIA.

OTHER OR AOOITIONAL A~VANTAGES (descntie and exolaml

N/A

I

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIOEO. (Check as manv boxes as aocw. In kern 14 ““Rernams.” wsotv anv boxes I

not checked. using additional sheets as necea~w. Stale any olner means of radiation wo!ecnon that WIII be used.I
I

a. ~ ALL WSEFI PROOUCTS, SYSTEMS. SHOWS. ANO PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 ANO THE CONOI- /
TIONS OF THIS VARIANCE ANO WILL BE REPORTED AS REOUIREO BY 24 CFR 10U2.1O ANO 1002.12 USING THE REPORTING GUIOES PRO- j

I
VIOEO FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMpLISHEO pRIOR TO ANy lNTROOUCmON INTO COMMERCE. ,

b. ~ EFFECTS NOT SPECIFICALLY INOICATEO IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMEO. NO OTHER EFFECTS WILL BE ~
AOOEO UNTIL AN AM ENOMENT TO THE VARIANCE HAS BEEN 08 TA1NE0 ANO THE REOUIREO REPORTS OR SUPPLEMENTS. AS
APPLICABLE. HAVE BEEN SUBMllTEO. I

I

1

1

c. fl SCANNING. PROJECTION. OR REFLECTION OF LASER ANO COLLATERAL RAOIATION (LIGHT SHOW RAOIATION) INTO AUOIENCE OR OTHER i

d. m

e. X2

f. z

g. X7
h. =

ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMIT_TEO EXCEPT FOR OtFFUSE REFLECTIONS PROOUCEO BY THE ATMOSPHERE. ~

AOOEO ATMOSPHERIC SCAITERING MEOIA. ANO TARGET SCREENS.

LASER RAOIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMITTEO AT ANY POINT LESS THAN 3.0 METERS ABOVE :

ANY SURFACE UPON-WHICH PERSONS OTHER THAN OPERATORS. PERFORMERS. OR EMPLOYEES ARE PERMITTED TO STANO OR 2.5
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PIACE WHERE SUCH PERSONS ARE PERMllTEO TO BE. OPERATORS. I

PERFORMERS. ANO EMPLOYEES WILL NOT BE REOUIREO OR ALLOWEO TO VIEW RAOIATION ABOVE THE LIMITS OF CL4SS I OR 8E

EXPOSEO TO RAOIATION ABOVE THE LIMITS SPECIFIEO IN 21 CFR 1040.1 l(c).
k“

ANY PROOUCT WHICH REUES ON SCANNING TO MEET ACCESS. EXPOSURE. OR PROOUCT CLASS LIMITS WILL INCORPORATE A SCANNING ‘- ‘“
SAFEGUARO SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION ANO WHICH WILL REACT FAST ENOUGH TO PRECLUOE EXCEEOING

THE APPLICABLE LIMIT.

ALL LASER LIGHT SHOWS SHALL BE UNOER THE OIRECT ANO pERSONAL CONTROL OF TRAINEO. COMPETENT OPERATORS}. THE
OPERATOR(S) WILL:

(1) IMMEDIATELY TERMINA;E THE EMMISSION OF LIGHT SHOW RAOIATION IN THE EVENT OF ANY UNSAFE CONOITION:

(2) BE LOCATEO WHERE ALL BEAM PATHS CAN BE OIRECTLY OBSERVEO AT ALL TIMES; ANO

(3) SE AN EMPLOYEE OF THE VARIANCE HOLOER WHO WILL BE fizESPONSIEILE FOR THE TRAINING ANO CONOUCT OF THE OPERATOR. :

THE MAXIMUM L4SER PROJECTOR OUTPUT POWER WILL NOT EXCEEO THE LEVEL REOUIREO TO OBTAIN THE IN TENOEO EFFECTS.

THE PROJECTION SYSTEM (I. E.. THE PROJECTOR ANO ALL OTHER COMPONENTS USEO TO PROOUCE THE LIGHTING EFFECTS) WILL BE

SECURELY MOUNTEO OR IMMOSILIZEO TO PREVENT UNINTENOEO MOVEMENT OR MISAUGNMENT. BEAM LIMITERS WILL 9E PROWOEO
~

AS AN INHERENT PART OF THE SYSTEM OESIGN TO PREVENT OVERFILLING OF SCREENS: BEAM STOPS, TARGETS. ETC.

lJISER PROJECTORS WILL NOT BE OELIVEREO TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE. LEASE. OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TO
PROOUCE IASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

IN AOOITION TO THE REQUIREMENTS OF 21 CFR 1040.10(hl, THE MANUFACTURER OF LASER PROJECTOR9SYSTEMS WILL PROVIOE TO ~
PARTIES WHO PURCHASE. LEASE. OR BORROW THE EOUIPMENT. AOEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION ANO
OPERATION A NO WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN IN!JEPENOENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE REOUIREO REPORTS ANO APPLY FOR ANO OBTAIN A VARIANCE FROM CORH PRIOR TO INTRODUCTION INTO COMMERCE OF ‘
ANY LASER LIGHT SHOWS.

THE REQUIREMENTS OF 21 CFR 1002.30faMl) ANO (2) WILL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP. i
ALIGNMENT. TESTING. ANO PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT OETAIL TO ENSURE COM. !
PLIANCE Wl~H 21 CFR” 1040.10. THE CONDITIONS OF THIS VARIANCE. ANO THE CONTROL OF ACCESS TO RAOIATION AREAS USING THE \
PROCEDURES 0ESCRIL3E0 IN THE ANSI Z136.1 STANOARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANOAROS INSTITUTE.
1430 BROAOWAY, NEW YORK. NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANOARO ANO, WHERE APPLICABLE. STATE OR ;

LOCAL REQUIREMENTS. LASER RAOIATION AREAS WHICH CAN CONTAIN RAOIATION LEVELS ABOVE THE LIMITS SPECIFIEO IN 21 CFR ‘
104O.11(C). WILL fjE CLEARLY IOENTIFIEO SY THE POSTING OF WARNING SIGNS ANOIOR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS CjUCH AS PRESSURE SWITCHES, Photocells. BARRIERS. GUAROS, ETC.). THEsE REQUIREMENTS APPLY TO TEMPORARY AREA:

(suCI+ AS OURING SET4JP ANO ALIGNMENT PROCEOURES1 ANO TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLOER WILL RETAIN “- ,
THE RECOROS OF THESE PROCEDURES ANO THE RESULTS OF ALL TESTS AS RECWIREO By 21 CFR 10I32.31. A coPY OF THE VARIANCE
APPLICATION. THE APPROVAL LETTER. CURRENT PROCEDURES. ANO REco Ros REUTING TO EAcH pARTICU~R SHoW WILL BE WITH

I

THE OPERATOR OR OTHER RESPONSIBLE IN OIVIOUAL ANO WILL BE MAOE AVAILA13LE FOR INSPECTION By FOA ANO OTHER RESPONSI. \
ELE ~uTHORITIEs. I
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I ~ AolfANcE wRl~EN NOTIFICATION WILL BE MADE AS EARLY AS POSSIBLE TO Appropriate FEDERAL. sTATE. ANO LOCAL AUTHORITIES

PROVIDING SHOW 1TINERAR% WITH DATES ANfJ LocATIONs cLEARLy ANo completely lo EN TIFIEo. ANIJ A 8ASIC OESCiIPTION OF

PROPOSED EFFECTS INCLUOING A STATEMENT oF THE MAxlMuM powER ouTpuT ~NTENoED. sucH NoTIFlcATloNs wlLL BE MAOE. BUT
NOT NECESSARILY BE LIMITED. TO:

(I) THE CENTER-FOR OEVICES AN13 RAO1OLOGICAL HEALTH, OFFICE OF COMPLIANCE IHFZ.312), 8757 GEORGIA AVE., S[LVER SPRING, MO

2091O. PROVIOING THE INITIAL ANO CLOSING DATES FOR FIXEO INSTALLATIONS ANO THE ITINERARY FOR MOBILE SHOWS, IN Aool.

TION. UNLESS ALL ASPECTS OF EAcH SHCIW HAVE BEEN REpOR~:~ ANO THE ACCESSION NUMBERS CLEARLY REFERENCED. EACH
NOTICE WILL INCLUOE OETAILEO DESCRIPTIONS OF EACH SHOW :-‘. O A LISTING OF ALL EFFECTS TO BE PER FORMEO IN SUFFICIENT

OETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND WIS VARIANCE.

[2) THE FEDERAL AVIATION AOMINISTnATION (FAA} FOR ANy pFGJECTIONS INTO OpEN AIRSpACE AT ANy TIME (I.E.. iNCLUOING SET.UP
ALIGNMENT, REHEARSALS, PERFORMANCES. ETC.). IF ‘HE FAA OBJECTS TO ANY LASER EFFECTS. THE 08 JECTION!j WILL BE RE.
SOLVEO ANO ANY CONDITIONS REC)UESTED EY FAA T,:LL SE AOHERED TO. IF THESE CONDITIONS CAN NOT BE MET. THE OBJEC.

TIONABLE EFFECTS WILL BE OELETED FROM THE Sfi::i=,

(3) STATE ANO LOCAL RAOIATION CONTROL OFFlcEsJAGENCIES FOR ALL SHOWS TO BE pERFORMEO WITHIN THEIR JURISDICTIONS ALL

RE(3UIREMENTS QF STATE ANO LOCAL LAW WILL BE SATISFIEO AND ANY OBJECTIONS RAISEO BY LOCAL AUTHORITIES WILL BE RE.

SOLVEO OR THE EFFECTS OELETEO. (LISTS OF FEOERAL ANO sTATE oFFIc Es ARE AVAILABLE FROM THE CENTER FOR DEVICES ANO
RAOIC)LOGICAL HEALTH UPON REQUEST.!

14. REMARKS

.

CERTIFICATION

1 CERTIf=Y fhaf all of the anove mforma!lon ana statements are true. comolere. and correct 10 the best of my knowledqe and acknobyledqe Inat my
variance aopllca!!on may De aemed or my variance may Oe revOked If this aoohcallon IS fourw 10 oe false, mlsleaamg, or Incorrect ,n anv “a[erial way
I have subm!ftea ano WIII suomlt all reoorts reoulrea 0% 21 CFR 1002.10 and 1002. I2 on fhe laser eoutomenl and shOw(S). I fur!ner understand !har I

may De requwea oy requlallon or by Ine OlreCf Or. Cen!er tor OeVICeS drld Raalotoqtcat Heal In. IO SUOOly sucn other In forma!lon as may De “eCe~saw 10

evaluate and acr on tnts aoollcatlon.

,5 SIGNATURE 17 TITLE

p%?& ““NAM~~J~J’~capriles
Laser Safety Officer
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